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AroendmeAts to llie Drawing 

Replacement Drawing Sheet 2 contaiiung Figure 2 is attached to this Response as Exhibit 
A. Responsive to the Examiixer-s objection. Figure 2 has been amended to include appropriate 
labels. Accordingly. AppUcant respectfuUy requests that this objection be withdrawn. 
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Remarks/Arguments 

Amendments to the Claims 

Claim 1 has been amended to lecite "a time limited to less Aan about. ..Q^Q^ 
seconds. . :\ Support for this amendment is found in Example 3, page 24, line 8 thtough page 
2%, line 5. 



Ppuble Patenting 

Applicant submits a terminal disclaimer over U.S. Patent No. 6,664.114 Bl in order to 
overcoHie the obviousness-type double patenting rejection levied by the Examiner. 

gfjeetions under 35 U .S.C. §1 12 

Claims 1-7 and 9-14 are rejected under 35 U.S.C. § 112, first paragraph, for failing to 
comply with the written description reqmrement. The Examiner asserts that the claims contam 
subject matter that was not described m the specification in such a way as to reasonably convey 
to one skilled in the art that the inventors were in possession of the claimed invention at the time 
the appKcation was filed. AppUcant traverses this rejection and requests its withdrawal for the 
following reasons. 

First, as a preliminary matter, the Examiner points out that using a flow rate of 750 
Hl^in (as disclosed, for example, in Example 3, page 24. line 8 - page 28. line 5) and a volume 
of 2 jiL (as disclosed, for example, on page 7, lines 2-4) will give a contact time of 0.16 seconds 
instead of the claimed 0. 12 seconds using the formula: Contact Time = Votame / Flow Rate. 
AppHcant agrees with the Examiner's calculation and has amended claim 1 to recite "a time 
limitedto less than about... 04*206 seconds..." Although Applicant submits that the 
previously recited contact time of 0.12 seconds was in feet disclosed in the appUcation as 
originally filed (see page 7, line 10 disclosing a flow rate of 1000 |jL/min and page 7, lines 2-4 
disclosing a 2 |.iL volume of analyte: 0.12 seconds = 1000 |iL/min /2 pL), Applicant has 
amended claim 1 solely in order to put the pending claims in condition for aUowance. 

The Examiner also asserts that the recited contact times were not disclosed in die 

appUcation as originally filed. Applicant disagrees, for substantiaUy the same reasons given in 
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the response to the previous Office Action submitted oa March 11.2005. As noted above, 
contact times can be calculated by using the simple formula: Contact Time « Volume / Flow 
Rate. Using disclosed flow rates of 250 jiLMin. 750 fiLtoin and 1500 nL/min (see Eaeample 3) 
and a disclosed inter^tial volume of 2 (see page 7, lines 2^). contact times of 0.48 seconds, 
0.16 seconds and 0.08 seconds are obtained. Using this simple formula, one sldUed in the art can 
easUy calculate the recited contact times based on the disclosed flow rates and interstitial 
volumes. Therefore, AppUcant submits that these contact times were in fact disclosed in the 
application as originally filed. 

Applicant further responds to die Examiner's comment that "the specification at page 24, 
example 3. teaches that when the flow rate and the primary antibody concentration and analyte 
dilution fector are varied, the other two factors must be held constant in order to study the factor 
that may affect sensitivity and precision using die method as disclosed" by noting that, in fact, 
the primary antibody concentration and analyte dUution factor are irrelevant for the purposes of 
calculating a given conlacttime . That is, varying the primary antibody concentration and analyte 
dilution factor do not affect tiie time a given volume of solution (containing die analyte/primary 
antibody complex) is in contact witii the soUd phase material (to which is bound a given quantity 
of analyte). Of tiie three factors tested in Example 3, only theflgwiiieof the solution 
containing the analyte/primaiy antibody complex has an effect on ti»e contact time. 

Finallyi tiie Examiner asserts that tiie contact times recited in the cunentiy pending 
claims are specific for tiie flow rates and volumes recited m flie specification and are not 
disclosed as generic for any flow rate and any contact time. Applicant strongly disagrees with 
this assertion since one of ordinary skill in tiie art would understand, based on tiie present 
disclosure, tiiat limited contact times axe extremely usefiil in achieving significant advantages 
over traditional competition and sandwich assays. One skilled in die art would tiierefore 
understand tiiat the inventors were clearly in possession of limited contact times oflier tion tiiose 
tiiat can be calculated firom tiie disclosed exemplary flow rates and volumes. However, 
Applicant points out tiiat tiie claims cuirentiy pending in tiiis application do not recite generic 
contact times, but instead recite specific contact times of less tiian about 1 second, 0.48 seconds, 
0.16 seconds, and 0.08 seconds. As such, tiie Examiner's assertion regarding generic contact 
times is irrelevant to the cunentiy pending claims. 
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Thus, Applicant respectfully requests that the rejection under 35 U.S.C. §1 12, first 
paragraph, for failing to comply with the written description requirement be removed. 

In Ught of these Remarks and Amendments, Applicant respect&Uy sutomhs that the 
present case is in condition for allowance. A Notice to that effect is respectfidly requested. 

Please charge any applicable fees associated with this filing, or apply any credits, to our 
Deposit Account No. 03-1721. 

Respectfully Submitted, 



Choate, Hall &. Stewart LLP 
Patent Department 
Two International Place 
Boston, MA 02110 
Tel: (617) 248-5000 
Fax:(617)248-4000 
Dated: Decemb^ 1, 2005 




chJairell,Ph.D. 
Jo. 39,223 
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